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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATON. 

Extolsions of time may be available under the provisions of 37 CFR 1 .138(a). In no event, however, may a reply be timely filed 

^y reply receive^ the Office later than three months after the mailing date of this communicator*, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

I )H Responsive to communication(s) filed on 30 January 2006. 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935C.D. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-11- 13. 18. 21-26 and 3&40 is/are pending in the application, 

4a) Of the above claim(s) 6 and 9-11 Is/are withdrawn from consideration. 

5) D Claim(s) is/are allow**!. 

6) S Claim(s) Uj 7 . I MMlzM aofit 35-40 is/are rejected. 

7) Q Oaim(s)_ is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawtng(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 1 19 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No 



Z.I I WJIUJICU WfflTO Ul UW piiwin; vvw»..« 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Examiner acknowledges receipt of response to pre-exam formalities filed 1 1/15/2004; 
IDS filed 1/31/05, power of attorney filed 03/24/06 and response to election requirement filed 
1/30/06. 

Election Requirement 
Applicant has canceled claims 12, 14-17, 19, 20 and 27-34 in response to the election 
requirement mailed 07/28/05, applicant has also amended claims 1, 2, 4, 13, 18, 21, 23 and 24; 
and applicant has further added new claims 35-40. Therefore, claims 1-11, 13, 18, 21-26 and 
35-40 are pending. 

Applicants elected mycophenolic acid (MPA), ester linkage in the response filed 1/30/06 
in response to the election requirement Furthermore, in telephone interview on 4/24/04 with 
attorney Robert Harris, applicant elected C-14 hydrocarbon chain for R 2 . Applicant identifies 
claims 1-4, 7, 8, 13, 18, 21-26 and 35-40 as reading on the elected species. The search is 
extended to include penicillin and melphalan. Therefore, claims 1-5, 7, 8, 13, 18, 21-26 and 35- 
40 are examined. Claims 6 and 9-1 1 are withdrawn from consideration as non-elected claims. 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 4 and 5 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to comply 
with the written description requirement. The claimfs) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the inventors), at the time the application was filed, had possession of the claimed 
invention. This is a written description rejection. 

To satisfy the written description requirement, applicant must convey with reasonable 
clarity to one skilled in the art, as of the filing date that application was in possession of the 
claimed invention. The specification does not describe all polyanhydride molecules having good 
number of the biplogically active compounds listed in claims 4 and 5 as part of the backbone of 
the polyanhydride. 

Claims employing these biologically active agents are not fully described in the 
specification; cephalexin, amoxicillin, caibidopa, levodopa and amtenac are exemplified. Thus, 
the specification does not inform the public of the limits of the monopoly asserted. The list of 
biologically active agents provided in the specification in paragraphs [0034], [0035], [0036], 
[0037] and [0050] of the published application represents only an invitation to experiment 
regarding all the possible biologically active agents claimed in the instant application that can be 
delivered by degradation/break down/hydrolysis of the polyanhydride molecule that they are part 
of. 

Claim Rejections - 35 USC§ 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-5, 7, 13, 18, 21-26 and 35-40 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Uhrich (WO 99/12990). 
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The WO publication discloses polyanhydride for delivery of therapeutic salicylates (page 
9, lines 22-33), antiulcerative rosaprostol, vasoconstricting drug midocrine and 
phenylethanolamines (page 10, lines 8-15), acyclovir, melphalan, penicillin (page 1 1, lines 25- 
36). Claims 35-40 represent the intended uses of the polymer composition or the structure that 
the formulation will be made into, and since the composition polyanhydride composition of the 
prior art and that of the instant claims are the same, the formulation/product/polyanhydride of the 
prior art can also be processed into the forms recited in the claims 35-40. The group 
contemplated for the linker group are ether, ester, amide, anhydride, carbonate, urethane or 
sulfide groups having alkylene group containing 1-20 carbon atoms or alkoxy groups having 2- 
20 carbon atoms (page 3, lines 2-9). While applicant elected C-14 hydrocarbon, claims 22-24 
are included in this initial examination since that prior art 1-20 carbon atoms. 
5. Claims 1-11, 13, 18, 21-26 and 35-40 are rejected under 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Domb (US 5,660,851). 

Domb discloses polyanhydride ocular inserts (abstract); in embodiment A, carboxylic 
acid containing substances are covalently attached to a polymer that contains pendant carboxylic 
acid groups, the attachment is through anhydride linkage and the drug is released over time by 
hydrolysis of the anhydride bonds (Column 4, lines 38-46); in embodiment B, the drug is 
dispersed within the anhydride polymer or copolymer matrix (column 4, lines 65-64); in 
embodiment C, carboxyhc containing substance for delivery is covalently attached to pendant 
carboxylic acid of the polymer through methylene diester bonds which degrades in vivo over 
time (column 5, lines 14-16). L-dopa, carbidopa and mycophenolic acid are few of the 
examples of carboxyhc acid drugs that can be used in embodiments A and C (column 8, lines 20 
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65; column 10, lines 2-14; column 1 1, lines 25-57). While claims 35-40 recite the intended 
application of the polymer, Domb discloses that the composition are from into implantable 
devices, compressed tablets for oral use and for coating of tablets for oral controlled drug 
delivery (column 14, lines 56-64). In the alternate, it would have been obvious to use any of the 
drugs suggested by Domb in the polyanhydride with the expectation of having them be released 
over time according to Domb. 

Claim Rejections - 35 USC§ 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set form in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Uhrich (WO 
99/12990). 

The WO publication is described above. Instant claim 8 further limits claim 3 to 
bucillamine, mycophenolic acid, procodazole, romurtide and ubenimex. However, melphalan 
and these agents recited in claim 8 are all anticancer drugs. Therefore, one anticancer drug can 
be used in place of another anticancer drug. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to prepare the melphalan containing 
polyanhydride and to use other anticancer drugs in place of the melphalan with the expectation 
that the polyanhydride when it hydrolyzes or biodegrades would release the anticancer agents. 
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8. The specification has not been checked to the extent necessary to determine the presence 

of all possible minor errors. Applicant's cooperation is requested in correcting any errors of 

which applicant may become aware in the specification. 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 

The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Blessing Fubara^jJ^^*^ 
Patent Examiner 
Tech. Center 1600 



